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DETAILED ACTION 

1 . This office action is in response to application no. 10/5991 13 filed on 09/20/2006. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

3. Claim(s) 1 - 3, 7, 18, 20 and 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Walters (US 5,916,244). 

Regarding claim 1, Walters discloses an electrode comprising: an electrode 
body having a first and second side, wherein the first side comprises a flexible barrier 
layer comprising a heat-sealable material, 16, and the second side comprises a 
conductive layer, 24; an electrically conductive gel layer disposed on the electrode body 
and which is further in electrical communication with the conductive layer, hydrogel 
sheet 38; and a release liner, 44, sealed to said flexible barrier layer around a periphery 
of said gel layer (Fig. 2; Col. 3, Lines 20 - 28). 

With regard to claim 2, Walters discloses wherein the heat-sealable material 
comprises a thermoplastic polymeric material (Col. 2, Lines 48 - 50). 

Regarding claim(s) 3 and 20, Walters discloses wherein the flexible barrier layer 
further comprises a vapor or air barrier material comprising a polymeric film or sheet, a 
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foil material, or a coated substrate comprising a metal, textile, paper, or non-woven 
material coated with a polymeric material, plastic (Col. 3, Lines 48 - 50). 

With regard to claim 7, Walters discloses wherein the electrode further 
comprises a lead wire that is connected to the flexible barrier layer of the electrode and 
which electrically connects the electrode to a medical device (Col. 2, Lines 38 - 45). 

Regarding claim 18, Walters discloses a self-storing electrode system 
comprising: first and second electrode bodies each having a first and second side, 
wherein the first side comprises a flexible moisture barrier layer having a sealable 
periphery, 16, and the second side comprises a conductive layer, 24, which does not 
extend to the periphery of the moisture barrier layer; an electrically conductive gel, 38, 
disposed on each of the electrode bodies which is in electrical communication with the 
conductive layer of each electrode; a release liner, 44, sealed by a seal to the periphery 
of the flexible moisture barrier layer to protect and prevent desiccation of the gel layer; 
and a lead wire, 12, electrically coupled to each electrode by means of a path that does 
not disrupt the moisture integrity of the release liner seal (Figs. 1 and 2). 

With regard to claim 23, Walters discloses wherein the lead wire, 12, is 
connected to the conductive layer of the electrode for electrically connecting the 
electrode to a medical device (Fig. 2). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 8 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Walters (US 5,916,244). 

Regarding claim 8 and 22, Walters fails to disclose wherein said release liner is 
substantially rigid. 

7. Walters discloses the claimed invention except for a rigid release liner. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to use a rigid release liner, since it has been held to be within the general skill 
of a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

8. Claim(s) 4, 5 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Walters (US 5,916,244) in view of Keusch et al. (US 4,989,607, herein Keusch). 

With regard to claim 4, Walters fails to disclose wherein the flexible barrier layer 
further comprises a vapor or air barrier material comprising a fluoropolymer film. 
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However, Keusch teaches wherein the flexible barrier layer further comprises a 
vapor or air barrier material comprising a fluoropolymer film (Col. 1 3, Lines 46 - 49). 

9. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of using a material to create a vapor or air barrier to achieve 
sterility. Thus, it would have been obvious to a person having ordinary skill in the art at 
the time of the invention to modify Walters to include the vapor or air barrier as taught 
by Keusch, since maintaining a sterile medical device aids in the prevention of 
transmission of disease. 

1 0. Keusch discloses the claimed invention except for the fluoropolymer film. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to use a fluoropolymer, since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Regarding claim(s) 5 and 21, Walters in view of Keusch discloses wherein the 
flexible barrier layer comprises a laminate comprising a first layer of a heat-sealable 
layer comprising polyethylene (Walters: Col. 2, Lines 48 - 50) disposed over a second 
layer of a vapor barrier comprising a fluoropolymer film (Keusch: Col. 13, Lines 46 - 
49). 

1 1 . Claim(s) 6 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Walters (US 5,916,244) in view of Heath (US 4,419,998). 
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With regard to claim 6, Walters fails to disclose wherein the conductive layer 
comprises a metal sheet or foil, a conductive ink, or a laminate comprising a metal 
component disposed over a polymeric substrate. 

However, Heath teaches wherein the conductive layer comprises a metal sheet 
or foil, a conductive ink, or a laminate comprising a metal component disposed over a 
polymeric substrate (Col. 6, Lines 20 - 25). 

12. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of disposing a conductive layer over a polymeric substrate to 
reduce potential shocks to the person delivering therapy. Thus, it would have been 
obvious to a person having ordinary skill in the art at the time of the invention to modify 
Walters to include disposing a conductive layer over a polymeric substrate as taught by 
Heath, since it would make the device safer to operate. 

Regarding claim 19, Walters in view of Keusch discloses wherein the release 
liner seal further comprises a heat-seal formed between the flexible barrier layer and the 
release liner (Col. 13, Lines 46 - 49). 

13. Claim(s) 9 - 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Walters (US 5,916,244) in view of Keusch et al. (US 4,989,607, herein Keusch) in 
view of Olson et al. (US 5,817,151, herein Olson). 

With regard to claim 9, Walters in view of Keusch discloses an electrode system 
comprising: wherein each electrode comprises an electrode body having first and 
second sides (as stated above), wherein the first side comprises a flexible moisture 
barrier layer having a sealable periphery (Keusch: Col. 13, Lines 46 - 49) and the 
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second side comprises a conductive layer, and an electrically conductive gel layer 
interposed between the conductive layer and the non-conductive release liner (as stated 
above), wherein the periphery of the moisture barrier layer of each electrode is sealed 
to the release liner(as stated above) but fails to disclose a pair of electrodes disposed 
on opposite sides of a non-conductive release liner. 

However, Olson teaches a pair of electrodes disposed on opposite sides of a 
non-conductive release liner (Figs. 1 and 5; Col. 2, Lines 2 - 9). 
14. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of disposing both electrodes on opposing sides of a release 
liner to achieve more compact packaging and electrical conductivity between the 
electrodes. Thus, it would have been obvious to a person having ordinary skill in the art 
at the time of the invention to modify Walters in view of Keusch to include disposing 
both electrodes on opposing sides of a release liner as taught by Olson, since it would 
make a more compact electrode package and allow electrical conductivity between the 
electrodes. 

Regarding claim 10, Walters in view of Keusch in view of Olson discloses 
wherein the electrodes are further in electrical contact with each other through a 
conductive element that is disposed within the non-conductive release liner and which is 
in electrical contact with both electrodes through said gel layer (Col. 2, Lines 2 - 9). 

With regard to claim 11, Walters in view of Keusch in view of Olson discloses 
wherein each electrode further comprises a lead wire, 12, that is connected through 
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said first side to said second side of the electrode and which electrically connects the 
electrode to a medical device (Walters: Fig. 2). 

Regarding claim 12, Walters in view of Keusch in view of Olson discloses 
wherein the lead wire is electrically connected to the conductive layer and the 
electrically conductive gel by a connector comprising a rivet, 18, ring tung terminal, 
staple, grommet, screw, bolt, or other electrically conducting fastening means that 
extends from the flexible non-conductive release liner through the conductive layer 
(Walters: Fig. 2). 

With regard to claim 13, Walters in view of Keusch in view of Olson discloses 
wherein the electrode further comprises an insulation layer, 22, interposed between a 
portion of the conductive layer and the non-conductive release liner, wherein the 
insulation layer protects an operator of the electrode from physical contact with the 
connector which is electrically connected to an electrical source (Walters: Fig. 2). 

Regarding claim 14, Walters in view of Keusch in view of Olson discloses 
wherein the non-conductive release liner comprises a polymeric sheet, coated 
paperboard, or foam, (Keusch: Col. 14, Lines 35 - 39). 

With regard to claim 15, Walters in view of Keusch in view of Olson discloses 

wherein the non-conductive release liner comprises a material treated with an adhesion- 
reducing agent comprising a surface-treated polymeric sheet comprising siliconized 
polyethylene, polypropylene, polyester, acrylate, polycarbonate, or wax or plastic coated 
paperboard or foam (Col. 3, Lines 27 - 34). 
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Regarding claim 16, Walters in view of Keusch in view of Olson fails discloses 
wherein the conductive layer comprises a laminate comprising tin foil and polyester. 

1 5. Walters in view of Keusch in view of Olson discloses the claimed invention 
except for creating the conductive layer having a tin foil and polyester laminate. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to use a conductive sheet having a tin foil and polyester laminate, since it has 
been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. 

With regard to claim 17, Walters in view of Keusch in view of Olson fails to 
disclose wherein the release liner further comprises a rigid release liner. 

1 6. Walters in view of Keusch in view of Olson discloses the claimed invention 
except for a rigid release liner. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to use a rigid release liner, since it has been 
held to be within the general skill of a worker in the art to select a known material 
on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ 416. 

Conclusion 

1 7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Walters; Warren R. (US 5,916,244), Keusch; Preston et al. 
(US 4,989,607), Heath; Roger L. (US 4,419,998), Olson; Kenneth F. et al. (US 
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6,101,413), Craige; David N. Ill et al. (US 2007/0060993), Craige, David N. Ill et al. 
(US 2004/0260376), Olson; Kenneth F. et al. (US 5,817,151). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LUTHER G. BEHRINGER whose telephone number is 
(571 )270-3868. The examiner can normally be reached on Mon - Thurs 8:00 - 5:30; 
2nd Friday 8:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on (571) 272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EEC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Carl H. Layno/ 

Supervisory Patent Examiner, Art Unit 3766 

/Luther G Behringer/ 
Examiner, Art Unit 3766 



